[image: image1.png]w SERVIC,,
M S,

HIALT,
<& ot ”"/,
e,

Public Health Service

O

-/é DEPARTMENT OF HEALTH & HUMAN SERVICES

National Institutes of Health
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  March 8, 2004
Dear Investigator:

The NCI’s Informed Consent Template, originally drafted in 1998, has been updated.  Representatives from the Cooperative Groups, NCI’s Central IRB (CIRB), NCI staff/contractors including a literacy expert, and patient advocacy representatives from the CIRB, the Director’s Consumer Liaison Group and CARRA (Consumer Advocates in Research and Related Activities) participated in a Working Group that reviewed and revised the existing template.  Changes requested by FDA and OHRP have also been incorporated in the final document.  The major changes that have resulted from this review include:

· More instructions for consent form authors and investigators on employing the template

· Incorporating plain-language principles for patients

· Revision of the “Risks” section

· Including schema/charts as useful ways to present information

· Separating “injury” and “cost” sections of consent

· Standardizing location of ancillary studies in the template

The revised version of the template is posted on the web at http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/page3.  

CTEP will begin utilizing the template for review of your informed consent documents as of June 1, 2004.  You should therefore utilize the template to guide preparation of your informed consent documents on all new protocol submissions to NCI as soon as possible.

We greatly appreciate the efforts of the Working Group members who helped prepare this revised version of the template.  

Sincerely yours,

Michaele C. Christian, M.D.

Associate Director, Cancer Therapy Evaluation Program

Division of Cancer Treatment and Diagnosis

